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REMARKS 


Claim rejec tion - 35 U.g,C. S 1Q*( ») 

Claims l-,o are pending, and none of claims I-IOis amended herein. Claims 1 -10 are 
rejected under 35 U.S.C. § 1 03(a) as allegedly being unpatentable over US 3,442.686 to Jones 
C iones") in vie. of US 3,967,728 to Gordon et al. ("Gordon") and further in view of 
US 4,585,666 to Lambert ("Lambert"). 

Applicant, respectftuly Submit that * P rima fade case of obviousness has not been 
established for the following reasons: 

• the combination of references does not suggest or result in the chimed invention, and 

• the ^'nation of refe^^^^ 

I. The combination of references docs not suggest or 
result in thg claimed invpnti^ 

The primary reference to Jones is cited for its disc We of a method of using a laminate 
asabarrtcr material against gases. Themethod allegedly employs the same laminate as recited 
mclatm 1. H^. W 3 lta n.l4,f to0ab ^ to&( ^ iai(|ta|fce 
pnmar, -reference to Jones fails to teach the following recited features of the claimed invention- 

(1 ) the specjfic type of gas such as ethylene oxide 

(2) a package containing a medical instrument having a hydrophilic outer surface 
coating; 

(3) a scaled container containing a sterile wetting fluid for wetting the hydrophilic 
coating of the instrument; 

(4) the laminate is substantially impermeable to ethylene oxide gas; and 

(5) exposing the package to ethylene oxide gas. 

Thus, the secondary reference to Gordon and the tertiary reference to Lambert must 
disclose or suggest features (, H 5) which the Examiner has acknowledged are missing from 
Jones. 
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' On pa S e 5, hne* 3.4 of the Office Action, the Examiner aa.es tha, " [t]hc Go(do „ 
refcence^ used (sic) ,o show etityfcne oxide gas sttrjliza(ion rf „ 
added) S.fnilarly, on page o, lines 1-2 of the Office Action, the Examiner repeats that 
Gordon c, al. reference used (sic) «o show tb,, ethyls oxide sterilization is known I „e 
Gordon et al. reference is not used for the laminate structure." 

Therefore, based on the Examiner's own admission. Gordon a, best alleged!, cither 
d,scl„s. s or suggests features ( I ), (4) a™, (5) which the Examiner stated arc missing from the . 
prmtary referent .0 Jones. Tins, after me combination of Jones a™i Gordon, items (2) and (3) 
are still missing. w 

The tertiary reference to Lambert is cited for its disclosure of a hydrophilic coated 
catheter. As such, Lambert does no, overcome the failure of the combination of Jones and 
Gordon to disclose or suggest items (2) and (3). 

Based on the Examiner's own representations regarding the cited prior an, AppUcants 
submit that the combination of Jones, Gordon and Lambert does not suggest or result in the 
clauned invention. Rather, the combination of references allegedly sugges ts the use of a 
iammate as a barrier to ethylene oxide gas and a hydrophilic coated catheter. There is no 
suggestion of either feature (2) or (3), i.e., a package contain** a medical instrument having a 
hydrophthc outer surface coating or a sealed container containing a sterile wetting fluid for 
welting the hydrophilic coating of the instrument 

Once again, the Examiner has expressly stated that the Gordon reference is cited solely 
tor its disclosure of the use of ethyls oxide as a sterilization gas. If, however, the Exanuner 
also rehes on Gordon for a suggestion of features (2) and (3), then the claimed invention is 
d-strnguishable over the claimed invention because the claimed invention does not use a 
lubncant-containing pouch formed from a gas impermeable material such as a metal or 
aluminum foil as disclosed and required by Gordon (col. 2, lines 45-50). 

For all of the foregoing reasons, the combination of references does not suggest or 
result m the claimed invention and withdrawal of the §1 03 rejection is requested 
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11. The combination of reference is Imed on imp ^.^ hinrf _ frh , 

the perspective of an ordinary petitioner who is confuted with this problem: how to sterilise a 
newly developed medical product with ethylene oxide gas. 

The newly developed medical product is an assembly comprising a medical instrument 
hav m8 , hydrophi lic surface coating> ^ a comincr conta . ning a ^ ^ flu . d 

wetttngthe hydrophilic coating. The ordinary practitioner would know that ethylene oxide 
residues will contaminate the wetting fluid and thereby render the wetting fluid unable 
Therefore, the ordinary practitioner would search for sterilization methods which allow the 
ethylene oxide to reach the medical instrument, and which prevent the gas from penetrating the 
container and contaminating the wetting fluid. 

In the absence of impermissible hindsight, Applicants submit that the ordinary 
practmoner would not be motivated to combine Jones, Gordon, and Lambert to arrive at a 
solution as represented by the claimed invention. 

A. Jones 

In search of sterilization methods using ethylene oxide to sterilize the new medical 
instrument package, the ordinary practitioner would first review known methods of sterilizing 

medical packages. 

As already acknowledged by the Examiner, Jones does not disclose or suggest a medical 
package formed from a silicon dioxide-containing laminate. Jo „ es aI so doe, not surest a 
method of using the disclosed laminate as a barrier against ethylene oxide. Accordingly, 
Applicants submit that the ordinary practitioner would not use Jones as a storting point for a 
method of using the prior art laminate in medical applications as a barrier material against 
ethylene oxide gas. In this regard, Applicants also refer to their remarks of record in the 
Amendment filed April 1, 2003. 
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B» Gordon 

He secede Terence to Gordon disdoscs a catheter packilge whfch „ 
Xylene ox.de gas. 11,= catheter package contains , pouch of » labridoils mMcrill , ^ js 
■«a,ed adjacent to the tip of the catheter (Abslract) . ^ ^ „ ^ ^ ^ 
or metal-containing ^ materW (M , 2> ^ ^ ^ ^ 

appear, .„ be n,ored i rect lyre ,atcd,oAppUca, B - prob ,e m regarding** Herniation of a newly 
developed medical product with ethylene oxide gas. 

As such, the ordinary practitioner would have reason to follow Gordon's use of an 
af^nurn foil or metal-contatoing barrier material ,„ safeguard the lubricant during sterile 
offtemeAca, instrument using Xylene oxide. There is „„ suggestion by Gordon that a barrier 
matenal other than aluminum foi, orameu, TOUld be used to prefect *e l*ican, from eArfene 

H °^«-«»Ex.r«i,er indicates to^^ 
asserting the obviousness rejection. For Ore reasons given in Section ,, above, the Examiner 
cannot rely solely on Gordon's disclosure of ethylene oxide as a station gas and disregard 
Gordon's requirement tha, the lubnc^ntaining pouch conuin a metal or a 1 uminu„ 1 «, „ 
the gas impermeable material. 

C. Lambert 

The Examiner acknowledges that neither Jones nor Gordon disclose medical indents 
havn, 8 a hydrophihe coating. Therefore, the Examiner relies upon the tertiaty reference „ 
Lambert for an alleged disclosure tha, i, is known to precoat cathe*rs with a hydrophilic outer 
surface. However, lumber, does no, disclose or suggest tha, a hydrophilic coating is stable 
under stenlfcdng conditions, and in particntor in the presence of ethylene oxide gas. Lambert 
does not give any guidance on the subility of the hydrophilic coating under such conditions 
Consequently, one of ordinary ^ ^ ^ ^ ^ 

coating would be unaffected, or significantly deteriorated, in the presence of such an aggressive 

substance. 

In fact, there is a. least a strong suggestion that sterilization of fte polymer surface is not 
necessary. In this regard, Lambert discloses that Ac hydrophilic coating can bind to elemental 
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iodine ,o ten, . hydrophilic ^ ^ CaflKErs ^ ^ 

can be msened L-o *. body for relatively long ^ „ f ^ ^ ^ ^ 
Therefore, since such a coating has antibacterial properties, there is „ leos1 . ^ 
separate station step is „„, necessary. AcooldiDgly> onc „ f ^ ^ ^ 

emylene ox,de sterih>a,i 0 „ as disclosed by Gordon. As such, there is no motivation to combine 
Lambert with either Jones or Gordon. 

For the reasons provided above, and for Applicants' remarks of record, the cited 
cordon of references is possible only with impermissible hindsight. The ordinary 
practitioner woutd no, be motivated „ combine Jones. Gordon, and Umbm to solve the 
problem or sterilizing rhe newly developed medical assembly with ethylene oxide ga. 
According wiUrfrawa, ofthe rejection of claims l-lO under 35 U.S.C. § ,03(a) is respectMly 

US. Patents 5,725,958; and 5,135.50! have been made of record b,.t not relied upon for a 
pnor ar, rejection. Applicants submit «ha. none of these pucJications disclose or suggest the 

claimed invention. 

conclusion 

Upon eutiyoftbis communication, ckhns WO remain pending. Applicants respectfully 
subm,, tha, claims ! -!0 are in condition for allowance, which action is eanKstly solicited 
Auction is hereby given to charge any fee which may be due in connection with this 

communication to Deposit Account 23-1703. 


Dated; 


Respectfully submitted, 

Andrew Fessak 
Reg. No. 48,528 
Agent for Applicants 

Customer Number: 007470 

White & Case LLP 

Direct Dial: (212) 819-8437 
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